REMARKS 



Claim 1 has been amended in view of U.S. Pat. No. 4,327,076 ("Pulglia") to recite 
that the tablet of the present invention is fat-free. Support for this amendment can be 
found throughout the specification at, for example, p. 4, Ins. 16-24. No new matter has 
been added by the above amendment. Claim 7 was cancelled in light of the amendment 
to claim 1. Accordingly, claims 1-5 and 8-13 remain in this application. 

Obviousness Rejection 

Claims 1-5 and 7-13were rejected under 35 USC § 103(a) as being unpatentable 
over Puglia in view of U.S. Pat. No. 5,380,541 ("Beyts"). (Paper No. 05122006 at 2.) 
For the reasons set forth below the rejection, respectfully is traversed. 
Puglia discloses 
[57] ABSTRACT 

Aji improved comprised soft chewable iahlet is pro- 
vided, wluch may contain an antacid or other aenve 
ingredient, has good flexibility , is breakage resistant and 
disintc^ralus immediately upon chewing. The tablet of 
the invention is formed of particles of antacid and/or 
other active ingredient which are isolated from other 
ingredients of the tablet, preferably by admixing parti- 
cles of active ingredient with particles formed of edible 
fat or oil absorbed on a fat-absorbing material, such as 
microc-rystalline cellulose and blending such particles 
with one or more tablet bonders; the tahlet also includes 
additional amounts of tablet bonders, fUivorii and other 
conventional tablctting aids lo help in making the tablet 
more palatable. Upon chewing, the tablet is quickly 
converted to a smooth creamy non-gritty palatable 
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50 resistant and yet may be easily chewed and quickly 
disintegrated and dissolved in the mouth. The com- 
pressed chewable tablet of the invention includes (a) a 
particulate p retreated fat composition Formed of an 
edible fatty material, a fat-sorbing material having the 

55 fatty material sorbed thereon or therein, and one or 
more tablet bonders blended therewith , and optionally 
one or more antioxidants, flavors and/or colorant; (b) a 
pretreated active ingredient composition Formed of a 
mixture of particles of active ingredient, such as parti - 

60 cles of one or a mixture of antacids, and optionally 
edible oil, binder, emulsifier, flavor, and colorant, the 
particles of active ingredients being coated with the 
other components of said pretreated active ingredient 
composition; and (c) a pretreated direct compaction 

65 tabletting aids composition including bonders and op- 
tionally flavors, the compositions (a), (b) and (c) being 
blended together and tlie blend being in the form of said 
compressed chewable tablet. 
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3 ' ' 

In a preferred embodiment of the compressed chew- 
able tablet of the invention, the active ingredient is 
comprised of particles of one or more antacids so that 
the particulate p retreated fat composition (a) will in- 
clude a fat-sorbing material, preferably microcrystalline 5 
cellulose, a fatty material absorbed in the microcrystal- 
line cellulose, optionally a colorant, such as titanium 
dioxide, optionally an antioxidant, such as butylated 
hydroxy toluene, optionally an antiflatulent, such as 
simethicone, tablet bonders, preferably tabletting sugar 10 
and/or dextrose monohydrate, and optionally one or 
more flavors. 

The preferred prctrcatcd active ingredient composi- 
tion (b) will include particles of one or more antacids, 
such as calcium carbonate, aluminum hydroxide and/or 15 
magnesium hydroxide, and preferably a mixture of all of 
said antacids, a binder, preferably carboxymethyl cellu- 
lose, to help flavor and emulsifier to stick to fat ab- 
sorbed particles and impart a slippery mouth feel, an 
emulsifier, such as poly glycerol ester of fatty acids, to 20 
help decrease surface tension on the tongue and stimu- 
late salivation, an edible oil, preferably a vegetable oil, 
to help plating out of the emulsifier on the antacid parti- 
cles, and flavor. 

The preferred pretreated direct compaction tablet- 15 
ting aids composition (c) will include tablet bonders, 
preferably tabletting sugar and/or dextrose monohy- 
drate. and flavors and flavor oils. Col. 3. 



The compressed chewable tablet of the invention 
5 includes particles of active ingredient, such as antacids, 
vitamins, laxatives, antiflatulents, aspirin, acetamino- 
phen, appetite depressants and the like and will have a 
non-chalky non-gritty pleasant taste and when exposed 
to saliva in the mouth converts to an emulsion or colloi- 
10 dal suspension and thus behaves as would a liquid. Also, 
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The active ingredient, depending upon the specific 
properties thereof, will generally comprise from about 
10 90 to about 99.9% and preferably from about 92 to 
about 97% by weight of the pre treated active ingredient 
composition, and from about 10 to about 50% and pref- 
erably from about 15 to about 30% by weight of the 
final tablet. Col. 4 

The fats or oils used may be of animal, vegetable or 
mineral origin which are substantially water-in sol uble, 
inert, non-toxic hydrocarbon fats and oils and deriva- 

55 tives thereof and may comprise any of Ihe commonly 
commercially available fats or oils approved by the 
Food and Drug Administration and having melting 
points constant with desired mouth feeling factors, such 
as melting points ranging from 80° to 110" F. and need 

60 not be limited to melting points above body tempera- 
ture. The fats or oils will be employed in amounts 
within the range of from about 2 to about 45%, and 
preferably from about 10 to about 25%, depending upon 
the properties desired in the final product. Examples of q 0 \ 4 



The fat-sorbing materials (that is, fat-absorbing and- 5 
/or fat-adsorbing material) which may be present herein 
include rmcrocrystalline cellulose, cornstarch, tapioca, 
dextrin, sucrose, sorbitol, xylitol, mannitol and the like 
with macrocrystalline cellulose being preferred. The 
fat-sorbing material will be present in the p retreated fat 10 
composition in an amount of from about 25 to about 
75% and preferably from about 40 to about 60% by 
weight of said pretreated fat composition and will be 
employed in a weight ratio of the fatty material of from 
about 0.625:1 to about 1,815:1 and preferably from 15 
about 1:1 to about 1.5:1- the fat-sorbing material will be 
present in the finished tablet formulation in an amount 
of from about 10 to about 30% and preferably from 
about 10 to about 20% by weight. 
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The edible oil in the pretreated active ingredient 40 
composition, which aids in plating out emulsifier on 
particles of active ingredient, will be present in an 
amount within the range of from about 1 to about 4%, 
and preferably from about 1.5 to about 2.5% and may 
include any uf the edible oils disclosed with respect to 45 
the fatty materials set out above. 

Any emulsifier or surfactant approved for use in 
foods by the Food and Drug Administration and having 
an HLB value of 8 and above, may be employed in the 
pretreated active ingredient composition in forming 50 
antacid tablets of the invention in amounts ranging from 
about 0.05 to about 2,5% by weight and preferably in 
amounts ranging from about 0.1 to about 1.0% by 
weight based on the fmal tabtet formulation, and from 
about 1 to about 4% and preferably from about 1.5 to 55 
about 2.5% based on the weight of the pretreated active 
ingredient composition. Col. 5 

10 The slip agent present in the pretreated active ingre- 
dient composition includes cellulose gums, sucli as car- 
boxy methyl cellulose gum, xanthan gum, locust bean 
gum, alginic acid, or mixtures thereof and will be pres- 
ent in an amount of within the range of from about 1 to 

15 about 5% by weight of the pretreated active ingredient 
composition, and from about 2.5 to about 3.5%, and 
preferably from about 0.75 to about 1-5% based on the 
weight of the finished tablet. Col. 6. 
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The following are preferred chewable tablet formula- 
tions in accordance with the present invention; 



% by Wl. 

based on % by Wt. 
preireafed based ou 
composition to [ ill tablet 

I. Pictrcatcd Fa: Composition 

(a) Fatty material 

(preferably hydrogcnaR-d 30 lo 50 10 to 20 
vegetable oil) 

(b) Fat-uorbi ng material 
(preferably rnicrocrysta]- 

linc cellulose) 25 to 35 10 to 15 

(c) Tabletting bonders 
(preferably tab] citing 
sugar 

and dextrose mono. hydrate) 20 to 30 7.5 to 15 

(d) Flavor 0.1 to 0.4 0.05 to 0.15 
(ej Colo rant 0-05 to 0.4 . 0. 1 to 0.3 
(0 Antioxidant 0.05 to 0.1 0.01 to 0.03 
Pretreated 

[I. Active Ingredient Cfunpdsition 

(g) Active ingredient 
(Preferably antacid 
CaC0 3 
Al<OH) 3 
Mg(OH)d 

(h) Slip agent 
(preferably carboxy methyl 
cellulose) 

(i) Emulsifitr 
(preferably polyglycerol 
ester of fatty acid) 

(j) Edible oil 

(preferably hydrogcr.atcd 

vegetable oil) 
(k) Flavor 
Pretreated 
III. Tabletting Aids Composition 
(I) Tablet boml^s 

(preferably tablctting 

sugar and 

dextrose man on yd rate) 
(itj) Flavor 



50 to 60 


10 to 


15 


25 


15 to 25 


3 to 


6 


15 to 25 


j to 






1.5 to 4 


C.Sto 


1.5 










30 


I to 3 


0.25 to 


0.75 




1 to 2 


0.25 to 


0.75 




0.2 to 0.5 


0.05 to 


o.:s 










35 


95 to 99.9 


30 to 


40 




1.5 to 5 


0.1 to 


1 
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EXAMPLE 1 

A chewable antacid tablet is prepared as described 
below from the following three premises. 



Fremix I Parti by Weight 

(PiMtreatmcnt of Fat System) of Total Tablet 50 



1. 


Hydrugenated vegetable oil (Satina 11 NT) 


16.225 


2. 


Microcrystalliue cellulose 






(Avicel pH 102 - particle size yO^) 


12.27 


.Y 


Tiffin him dio*;de (colorant) 


0.03 


4. 


Simethicone LYA (antiflatulcnt) 


1 


5. 


Dextrose mtmoliydrate (Cantab) 


10 


6. 


Artificial vanilla flavor 


0.1 


7. 


Butyl atcd hydroxy Toluene 






(antioxidant) 


0.01 
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30 



Premis N 




(Pretreatment of Antacid Material 


Parts by Weight 


for Improved PuladbiliLy) 


of Total Tablet 


a. CaCOi 


13 


9. AI(OH)j 


5 


10. Mg(OHh 


4 


11. Carboxymcihyl cclluloss 


0-75 


12. Emulsifier (polyglycero! esters of fatty 




acids) {Santoiie 8-1 -05 


0.5 


13. Vegetable oil (Durkex SOO) 


0.5 


14. Artificial vanilla flavor 


0.1 




P remix Il[ 




(Hrctrcatfflcni of Direct 


Parti by Weight 


Compaction Tabletting Aids) 


of Total Tablet 


15. Dextrose mo n oh ydrate 


23 


lfi. Table tting sugsr 


12.5 


17. Artificial vanilla flavor 


n.4 


IS, Peppermint oil 


0.1 
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Beyts discloses 



Sywsrgy is k. <sbt$s»ed by e^sstbiiifltg saerai&Be and s. 
tisse and tsthet glvscool^o saccharides; fruetm* auxeS 



l«ttS»r 
Aeseffdjsg; xo she 



13 c»Dff|K*«.Jtk.» aa<i oral protect Uie egmpuaatSoa cob- 



mmm t 

kcvoS ftam feaasK, glssoo*:; otIkx* md t*hei 
?luc«^ mixed with saaltox and 




s a^d fas * 
s&fe beiag mm S-l & 1*5, % t 
15 «mpim&>W\ wis & compos IMS for -ase wm- 



EXAMPLfc 9 
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In making the rejection, the Examiner asserted 

\u ft f f we «^ i hn- \ -.ol^ 3"t^r ^ t T til ► 

m 1 r-> ' if nt v II jj ^ a t iv rs * t -jsph cr ^ ^ ars ot o 

i;t 4< h fc* r*ipf & it 'pts:> ^ j l 10. urt'ip sn "son t f 

,. , f t j 1 v n s H 1 n ivt } -sm-t * th^ ru *H 1 h^lc 

-it h I r > 4' 4 I i<. 1 1 ! -Utf 5 ^ f k 1 e ^- >h tlD ^ k piis ir 

ht t 4 1 v li * ^J^ 1 m >k I ^1 ^ j. > h j hk n| tn !t ii, 

o > n tor t ul d i.if»s'hf j^i 1- cv tut ^ i t ^ M 

IK » t f , i » ^ < ~ , ^ , , 

(Paper No. 05 122006 at 2.) 

W l th ' t. ^ ► t t ath* -ilt> r o < OMru^< * ! >„to^ ; k oth 

b^fo > tnq - or^.sf- 1 Pv jl > t t k t to^L 1 u^ f * Ls>t? tb 1 s\i <t tJai^> 
(Paper No. 05122006 at 2.) 

To fill the acknowledged gap. the Examiner relied upon Bcyts as follows: 
h y s ^ i it *i I v, m p 1 stht iun s ti \ tUi 

t t 1 1 i t * t I t it ft if i s Ji 3 k<^ it 0 n t 
votbi 1 crtfULt «!> Dft.cs 1 i ln ! > 1 ott?^'^ ^ w *r.h t>f 

Uk a. 1 t ^ u v* h ^ 1r t at ro the ^ \ n r 

t k v\ t s v jk^ tnr ;t J > e* c t * >ti j s ^ 1 'in tvi ^1 it Mr j © 

^irnhv 1 si M tv% ^*-t J t tn>- n* k i tj t line t jrt ^ 

a 1 1 h ~* } t 1 lP-p^fTTin* tiHIrf \ Ir' 1 ^ t v up di ti ht\Jj t^ 

ctt Ar unvjiMvkkM » 1 oh jit i k v I 1 r nn k tt f t 
(Paper No. 05 122006 at 3.) 
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The Examiner concluded as follows: 

t s,t \ r i \ \ k Id -a <■ i "U t f 1 1 in f ins \ sM tht h 
( %i tT 1 tn r Tin* i i ^ ^ti ^ tit 1 r *\ Mho^i'n 

>- k,k.t n f Lu K * l^ u l* \ftO^ HL^lftVU t - ^ k t > n l 

S ft M B \ U44 sis s k-> V i. 1 Ev^dO. \l v I kA } 

t i p 3ti rt "t f I if nic 1 ^rt" it } s r< i -ni. h >x 1 * 
f ">st toV ^V"ll* n ^ 1 ■> 1 ruJ <--.-><- n ~>s m r\ Mi i ttu iff c 
it <.kt.iL * n t » * *a t m in i. in add rt 

[ t t X t th <g «r 1 l M k [1 \ t I 

t_ >n It s r ir *= 5 cc i t it t I k s i *• r t * h u k k 

(/</.) 

Claim 7 has been cancelled without prejudice. Accordingly any rejection directed 
to claim 7 is moot and should, therefore, be withdrawn. 

As is fundamental, a prima facie case of obviousness must be based on facts, 
"cold hard facts." When the rejection is not supported by facts, it cannot stand. 

It is noted that amended claims 1-5 and 8-13 affirmatively require, among other 
things, that the tablet is fat-free. 

It is appears that Puglia requires fats or oils in amounts within the range of about 
2 to about 45%. (See col. 4, Ins 61-63.) It is not seen where there is any disclosure of a 
fat-free formulation in Puglia. This feature provides the unexpected advantages in the 
claimed invention. As stated in the specification at page 4, formulations with little or no 
fat are more stable at elevated temperatures, eliminated the need for specially controlled 
shipping and storage conditions. Fats are susceptible to oxidative and chemical 
hydrolysis leading to a rancid taste and/or odor. 

It is not seen where Beyts discloses or suggests the desirability of including 
sucralose in a chewable medicament or tablet. At best, Example 9 is a peppermint tablet, 
which appears to be a succulent tablet. It is not seen where one of ordinary skill in the art 
would look As is well settled, an Examiner cannot establish obviousness by locating 
references which describe various aspects of a patent applicant's invention without also 
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providing evidence of the motivating force which would impel one skilled in the art to do 
what the patent applicant has done. Thus, the rejection fails to set forth the required facts 
and reasoning required to support a prima facie case of obviousness. For this additional 
reason the rejection should be withdrawn. 

Finally, the Examiner is invited to call the applicants' undersigned representative 
if any further action will expedite the prosecution of the application or if the Examiner 
has any suggestions or questions concerning the application or the present Response. In 
fact, if the claims of the application are not believed to be in full condition for allowance, 
for any reason, the applicants respectfully request the constructive assistance and 
suggestions of the Examiner in drafting one or more acceptable claims pursuant to MPEP 
§ 707.07(j) or in making constructive suggestions pursuant to MPEP § 706.03 so that the 
application can be placed in allowable condition as soon as possible and without the need 
for further proceedings. 

Respectfully submitted, 
B y: /Timothy E. Tracy, Reg. No. 39,401/ 
Timothy E. Tracy 

Johnson & Johnson 

One Johnson & Johnson Plaza 

New Brunswick, NJ 08933-7003 

(732) 524-6586 

DATE: July 17, 2006 
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